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WARNINGLE’ITER

CERTIFIED MAXL
RETURNRECEIPTREQUESTED
Mark Newman,President and Owner
Sonar Products,Inc.
609 IndustrialRoad
Carlstadt,NevvJ~W!y07072

FILE NO.: 01-NWJ-35

Dear Mr. I’Qewmarw

OXIJuly 18 throughJuIy 31, Zool,theUS FOOd fUId ~g Ad*s~aticJII COndUcteda
inspectionof your facility locatedat 609 IndustrialRoad, Carlstadt,New Jersey. Durh
the inspectionour investigatordocumentedsignificantdeviationsfrom the Current
Good ManufacturingPracticesRegulations(cGMPs)Title 21, Code of Federal
Regulations,Part 210 and 211, in conjunctionwith your firm%manufacture of
Prescriptionand Over-the-Counter(OTC)drugproducts.

The inspectionrevealed that drug produ~ manufacturedat your facility are
adulteratedwithin the meaningof Section 501(a)(2)(B)of the Federal Food, Drug anc
CosmeticAct (the Act), in that the methodsused@ or the facilities or controlsused f
their manufacture,processin~ packin~ or holding do not conform with &MPs, to
assure that such drug productsmeet the requirementsof the Act. The deviationsweI
presentedto you on a FDA483, List of InspectionalObservations,at the cIose of the
inspectionon JuIy 31.2001,

The signibnt observationsareas follows:

1. Your firm has not validated the analyticalmethodsused for in-process, stabiWy,
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5.
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YOurfirmfailsto perf&massay** for~~active in@ien@#
containedinthe topical

p-tiption drug produc . Your firm cond@s
ne of in clients, and doesnot test for~ UmkiiiH::

I
}

Your &does not &form Pr&ewatiVe EffectivenessTesting as part of your
release testingand stability programfor dl prescriptionand OTC drug
preparations.

Failure to fbllow Standard OperatingProcedure(SOP)-007-15 “AcceptableTesting
Time Intends”, which states stability samples are to be tested within 60 days of
th@r schedukd pull date. Your StabilityTestingLog documenteda totalof 67 out
Of378 stabilitysamplesthat did not meet the 60-day testing timeframesince
August2000.

Your firm failed to store all finished drug productsand raw materialswithinthe
specified ranges of 59 and 86”F as set forth in your SOP-001-07 “Storage
Conditiom of Finished Goods”, For Example:

a

b.

OnJuly 23,2001, the temperature chart recorderin your Manufacturingand
StorageArea was observedat 90”F and on fbur othw dams.June18, June25.
July% md July16,2001, the temperaw WaSrecorded above the maximum of
86’ F.

On numerousoccasions the tmnperatumin the Retain/SfalWy Roomkwhere
raw materialsam stxJr@ exceeded86oF withinthe last two months.

In additio~ durk the insrxxtiontherewere questionsraised by the Investigator
concerningyour ci&aningproceduresfor nondedicated hol~- drums. We-&viewed
your newSOPfor Cletig of BlueHoldingDrumsand it appeamadequate. We
recommendyou conducta comprehensivewduation of your firm’scleaning
proceduresfor all equipment w

We rweived yam responseletterdated August 8,2001, regad.ing the inspection
observationsnotedon the FDA-483. We will review the implementationand the
adequacy ofyom correctiveactionsduringour follow-upinspecMonof our firm. We

C&will schedulea follow-upinspectionas soonas youinform us that all IMP
deficiencieshavebeencorrected.
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Carlstadt, New Jersey 07072

Warning Letter 01-Kll?J-35

The aboveidentificationof violations is not intendedto be an alMncIusivelist of
deficienciesat your facility. It is your responsibfli~ to assureadherencewith each
requirementof the Good ManufacturingPractic= Re&lationsQ Feder~ agenci= me
advisedof the issuance of all Waning Letters about drugsand devices so that they may
take this informationinto accountwhen consideringthe award of contracts. You
should take prompt adon to correct these deviatiom. F@~e tO promptly COIT@ fiew

deviationsmay result in regulatory action without further notice. This includesseizure
and/or injunction.

You should notifythisofficeinwritingwithin15 working days of receipt of this Ietter,
of any additionalcorrectiveactions, includingan explmtion of each stepbeingtaken
to preventtherecurrence of similarconditiom. Ifcorrectiveadon cannotbe compkted
within15 workingdays, statethereasonfor the delayand the timeframewithin which
corrections will be completed, Yourreplyshouldbe sent to the Fmd and Drug
Administratio~ NewJersey DistrictOffice,10 WaterviewBlvd, 3rd Floor, Parsippany,
New krsev 07054, Attention:AndrewCiaccb Qmplimce Officer*. < . .... . .

Very truly yours,

&4!$i’#4d&,&.
DOUGLASI. I!!LWWORTH ~
DistrictDirector
NewJersey DistrictOffice
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